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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  162 
[OPP-30039;  PH-FRL  1627-7] 

Data  Call-In  Initiation  of  Pilot  Program 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Proposed  rule  related  Notice. 

summary:  The  purpose  of  this  document 
is  to  announce  that  EPA  is  implementing 
a  Data  Call-In  Program  under  section 
3(c)(2)(B)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  of  1978 
(FIFRA),  which  gives  the  Agency  the 
authority  to  require  additional  data  to 
support  existing  registrations.  This 
document  announces  the  procedures  the 
Agency  will  follow  to  obtain 
commitments  from  registrants  to  supply 
the  required  data,  and  solicits  comments 
on  the  data  call-in  procedures  in  this 
notice.  In  particular,  the  Agency  is 
soliciting  comments  on  the  use  of 
rejection  criteria  and  on  the  proposed 
criteria  contained  in  this  document. 
dates:  Written  comments  should  be 
submitted  on  or  before  December  8. 

1980. 

ADDRESS:  Comments  should  be 
addressed  to:  Document  Control  Officer 
(TS-793),  Office  of  Pesticides  and  Toxic 
Substances,  Environmental  Protection 
Agency,  Rm.  E-447,  401  M  St.,  SW, 
Washington,  DC  20460. 

FOR  FURTHER  INFORMATION  CONTACT: 
Geraldine  Werdig,  Special  Pesticide 
Review  Division  (TS-791),  Office  of 
Pesticide  Programs,  Environmental 
Protection  Agency,  401  M  St.,  SW, 
Washington,  DC  20460,  (703-557-7436). 

I.  Background 

SUPPLEMENTARY  INFORMATION:  The 

Environmental  Protection  Agency  will 
use  a  registration  standards  program  to 
reregister  currently  registered  products. 
See  44  FR  76311,  December  26, 1979.  For 
most  chemicals  reviewed  in  the  first 
several  years  of  the  reregistration 
program,  a  comprehensive  assessment 
of  the  chemicals  will  not  be  possible, 
because  there  are  significant  gaps  in  the 
data  base.  The  interim  standard  will  list 
data  requirements  which  must  be  filled 
and  a  timetable  for  completing  those 
requirements.  When  the  missing  data 
are  supplied,  the  Agency  will  revise  the 
standard  based  on  the  new  data  and 
issue  a  final  standard. 

For  those  chemicals  on  which 
reregistration  review  will  not  be  started 
for  several  years.  EPA  can  act  now  to 
initiate  new  testing  to  fill  essential  data 
requirements.  EPA  will  begin  a  data 


call-in  program  to  identify  needed  data 
and  ensure  that  manufacturers  begin 
required  testing.  This  will  ensure  that 
when  the  intensive  review  of  the 
chemicals  gets  under  way,  essential 
data  will  be  completed  and  available. 

A.  Data  Call-In 

The  overall  goal  of  the  data  call-in 
program  is  to  obtain  the  basic  chronic 
effects  data  base  so  that  the 
reassessment  and  reregistration  of 
pesticide  products,  as  mandated  in 
FIFRA,  can  be  accomplished  as  rapidly 
as  possible.  For  each  pesticide  chemical, 
the  Agency  expects  to  accomplish  the 
following  through  the  data  call-in 
program: 

1.  Determine  what  types  of  chronic 
toxic  effects  data  are  required,  based  on 
use  patterns. 

2.  Identify  required  data  topics  for 
which  no  data  have  been  developed 
(data  gaps). 

3.  Determine  which  existing  data  are 
inadequate  for  regulatory 
decisionmaking  based  on  the  current 
scientific  state  of  the  art. 

4.  Require  initiation  of  studies  to  fill 
data  gaps  and  replace  inadequate  data. 

The  data  call-in  program  will 
primarily  concentrate  on  studies  that 
take  more  than  six  months  to  complete 
and  which  reflect  a  pesticide’s  potential 
for  inducing  chronic  toxic  effects  in  the 
human  population.  The  following  data 
topics  from  the  proposed  Data 
Requirements  Guidelines,  published  in 
the  Federal  Register  of  August  22, 1978, 
will  be  covered: 

(a)  Oncogenicity,  43  FR  37379-37382. 

(b)  Teratogenicity,  43  FR  37382-37384. 

(c)  Reproduction,  43  FR  37384-37386. 

(d)  General  chronic  effects,  43  FR  37375- 
37379. 

Other  shorter  term  data  requirement 
will  be  identified  later  under  H.  Later 
Data  Calls.  Wherever  possible, 
registrants  will  be  notified  of  additional 
data  needs  during  the  Agency  review 
process.  This  notification  will  take  the 
form  of  data  requests  under  section 
3(c)(2)(B)  of  FIFRA.  If  registrants  are 
able  to  supply  necessary  data  within  a 
reasonable  time  frame,  the  Agency  will 
review  and  incorproate  the  data  and 
publish  a  final  standard.  However, 
additional  chronic  toxicology  data 
requirements  may  be  identified  during 
the  development  of  the  standard.  In  that 
event,  or  in  the  event  that  registrants 
have  not  completed  all  ongoing  studies, 
an  interim  standard  will  be  published 
and  will  remain  in  effect  until  the 
completion  of  the  additional  data. 

The  data  call-in  program  addresses 
only  data  concerning  the  effects  of 
active  ingredients;  it  does  not  not  cover 


data  concerning  the  effects  of  specific 
formulated  products.  All  chemicals 
which  are  scheduled  for  registration 
standard  development  will  be 
considered  for  the  data  call-in  program. 
However,  some  chemicals  may  be 
exempted  from  the  data  call-in  program 
due  to  general  completeness  of  the 
existing  data  base,  the  timing  of  the 
Agency’s  comprehensive  review,  or  the 
chemical’s  use  patterns. 

A  definitive  determination  of  what 
data  are  required  to  evaluate  the 
registerability  of  a  particular  chemical 
and  the  adequacy  of  the  existing  data 
concerning  that  chemical  can  be  made 
only  after  the  intensive  data  review  that 
will  take  place  in  the  standard 
development  process.  However,  a  more 
cursory  examination  can  usually  reveal 
which  chronic  toxicology  data  have 
never  been  submitted  and  which 
previously  submitted  studies  clearly  are 
of  unacceptable  quality  and  must  be 
repeated.  Thus,  the  data  call-in  program 
will  serve  to  stimulate  development  of 
much  essential  data  with  a  reasonable 
preliminary  commitment  of  resources, 
from  both  the  Agency  and  registrants. 

B.  Evaluation  of  Existing  Data  by  the 
Registrant 

The  Agency  recognizes  that  while 
many  existing  studies  do  not  meet 
current  test  protocols  or  quality 
requirements,  as  set  forth  in  Data 
Requirements  Guidelines  published  in 
the  Federal  Register  of  August  22, 1978 
(43  FR  37336-37403),  the  studies  may 
provide  useful  information  for 
evaluation  of  a  chemical.  Such  studies 
may  contribute  to  meeting  current  data 
requirements.  However,  at  the  same 
time  there  are  also  studies  which  do  not 
meet  minimum  protocol  and 
methodology  requirements  based  on  the 
current  scientific  state  of  the  art.  These 
minimum  protocol  and  methodology 
requirements  for  the  cited  data  topics 
are  listed  in.  II.  Rejection  Criteria. 

During  the  registration  standard 
development  process,  the  Agency  is 
unwilling  to  assume  that  continued 
registration  can  be  supported  by  studies 
which  do  not  meet  these  minimum 
protocol  and  methodology  requirements. 
EPA  will  need  studies  that  are  in 
accordance  with  modem  protocols,  and 
which  will  permit  the  Agency  to  reach 
conclusions  about  the  toxicological 
properties  of  the  chemical  with  some 
acceptable  degree  of  certainty,  in 
accordance  with  current  scientific 
standards.  This  philosophy  is  based  on 
the  1972  FIFRA  amendments  which 
direct  the  Agency  to  bring  the  existing 
pesticide  data  base  up  to  current 
scientific  standards  through  the 
reregistration  process. 
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Furthermore,  until  the  Agency  can 
obtain  and  review  appropriate  studies, 
the  public  may  be  subjected  to  risks  of 
harmful  effects.  It  will  take  long  enough 
for  the  Agency  to  review  all  previously 
registered  pesticides  once  the  needed 
data  are  in  hand,  without  needlessly 
extending  that  period  by  delaying  the 
start  of  testing  until  after  EPA’s  initial 
reregistration  review.  Therefore,  the 
Agency  is  contemplating  use  of  rejection 
criteria  to  specify  the  nature  and 
minimum  quality  of  the  studies  expected 
to  exist  when  review  is  begun. 

Under  such  an  approach,  EPA  would 
require  registrants  to  examine  the 
current  data  base  under  the  cited  data 
topics  and  to  take  steps  to  upgrade  the 
data  base  by  the  time  of  review  for  the 
chemical.  The  registrants  would  have  to 
certify  to  EPA  whether  or  not  existing 
studies  are  acceptable  under  the 
rejection  criteria.  At  the  same  time,  the 
Agency  would  apply  the  same  standards 
in  its  review  of  existing  studies  on 
chemicals  which  are  currently  in  the 
registration  or  reregistration  standards 
processes. 

Because  standard  development  is 
already  under  way  for  55  chemicals, 
they  will  not  go  through  the  data  call-in 
program.  (These  chemicals  are  listed  in 
45  FR  26370,  April  18, 1980.)  Decisions 
on  additional  data  needs  will  be 
reflected  in  registration  standards. 

When  Agency  scientists  find  studies 
which  do  not  meet  these  rejection 
criteria,  they  will  not  be  considered  a 
part  of  the  data  base  supporting 
registration  of  the  chemical. 

Under  this  approach,  once  a  registrant 
certified  that  his  existing  studies  on  a 
chemical  pass  the  rejection  criteria,  the 
response  would  be  kept  in  the  chemical 
file.  Once  standard  development  for  the 
chemical  was  actively  under  way,  the 
studies  from  the  registrant  would  go 
through  a  preliminary  screening  to 
determine  whether  they  do  pass  the 
rejection  criteria.  If  a  registrant  had 
certified  that  his  studies  fulfill  the 
rejection  criteria  when  in  fact  they  did 
not,  this  would  be  considered  failure  to 
take  appropriate  steps  to  secure 
required  data.  The  Agency  might,  on  a 
case  by  case  basis,  deny  approval  of 
applications  for  new  uses  involving 
significant  increased  exposure,  until 
necessary  data  are  generated;  or  might 
take  action  to  suspend  the  registrant’s 
registration  under  section  3(c)(2)(B). 
While  the  data  call-in  program  is  under 
way,  the  Agency  would  conduct  spot 
checks  of  studies  certified  as  adequate, 
to  ensure  that  registrants  were 
conducting  thorough,  good  faith  review 
of  their  data.  If  the  Agency  should  find 
that  inadequate  studies  have  been 


certified  by  the  registrant,  the  Agency 
again  might  refuse  to  allow  new  uses  of 
the  chemical  involving  significant 
increased  exposure,  or  suspend  the 
registrant’s'  product  under  section 
3(a)(2)(B). 

C.  How  Data  Call-In  Would  Work 

EPA  envisions  a  Data  Call-In  Program 
that  would  be  conducted  as  follows: 

The  Agency  Role.  For  each  chemical, 
the  Special  Pesticide  Review  Division 
(SPRD)  of  the  Office  of  Pesticide 
Programs  would  determine  required 
data  topics  based  on  use,  and  would 
review  a  catalogue  of  data  in  Agency 
files  to  make  a  preliminary  identification 
of  required  topics  for  which  no  data  are 
on  file.  The  Agency  would  provide  each 
registrant  of  the  chemical  with  a 
notification  under  FIFRA  section 
3(c)(2)(B),  which  includes: 

1.  Long  term  toxicology  data  topic 
requirements  for  the  chemical. 

2.  Apparent  gaps  in  the  data  base  for 
the  chemical  under  these  data  topics. 

3.  Rejection  criteria  which  define 
minimally  acceptable  protocol  and 
methodology  requirements  for  existing 
studies  under  section  B. 

The  Registrant  Role.  The  registrant, 
under  FIFRA  section  3(c)(2)(B),  would 
have  90  days  to  respond  to  this  notice.  If 
a  registrant  did  not  demonstrate  within 
90  days  that  he  was  taking  appropriate 
steps  to  secure  the  required  data 
(including  replacing  existing  data  which 
do  not  meet  the  rejection  criteria),  or 
that  he  was  participating  in  a  procedure 
for  reaching  agreement  concerning  a 
joint  data  development  arrangement,  the 
Agency  would  take  action  to  suspend 
the  registration. 

All  registrants  of  manufacturing  use 
products  and  formulated  products 
containing  the  active  ingredient  under 
review  would  receive  the  above 
material  by  certified  mail. 

The  data  which  are  the  subject  of  this 
program  all  would  relate  solely  to  the 
safety  of  the  active  ingredient,  rather 
than  to  the  safety  of  the  individual 
formulated  or  end-use  products. 
Therefore,  the  registrant  of  a  formulated 
product  would  not  be  required  to  submit 
or  pay  compensation  for  such  data,  if 
the  active  ingredient  in  his  product,  is 
derived  from  his  use  of  another  product 
which  is  itself  registered  under  FIFRA, 
and  which  he  purchased  from  another 
producer.  In  this  way,  the  Agency  would 
ensure  that  the  registrant  of  a 
formulated  product  is  exempted  from 
these  requirements  Only  if  the  active 
ingredient  in  his  product  was  being 
purchased  from  a  firm  which  did  have  a 
duty  to  submit  (or  to  offer  to  share  in  the 
cost  of  obtaining)  the  data  required  by 
this  notice. 


Each  registrant  would  be  required  to 
respond  to  each  identified  data 
requirement  either  by  making  a 
commitment  to  conduct  new  studies,  or 
by  submitting  or  citing  existing  data 
(which  they  certify  are  acceptable 
judged  against  the  rejection  criteria). 

The  format  for  this  certification  would 
be: 

EPA  Product  Registration  Number: - 

Registrant’s  Name: - 

Registrant’s  Address: - 

Certification  That  Existing  Studies  Used  in 
Support  of  Registration  Under  FIFRA.  Satisfy 
Current  Data  Requirements 

As  an  authorized  representative  of  the 
registrant  for  the  product  identified  above,  1 
hereby  certify  that: 

1. 1  have  read  and  am  familiar  with  the 

terms  of  a  notice  from  EPA  dated - 

concerning  a  requirement  for  submission  of 
data  under  FIFRA  section  3(c)(2)(B)  and 
certification  of  existing  studies  used  in 
support  of  the  above  registered  product 
containing  the  active  ingredient - . 

2.  My  firm  has  reviewed  the  data  on  file 
with  EPA’s  Registration  Division  used  in 
support  of  the  above  registration  and 
determined  that  such  data  are  acceptable 
when  judged  against  the  rejection  criteria 
described  in  the  EPA  notice.  A  list  of 
reviewed  studies  is  attached. 

3. 1  understand,  and  agree  on  behalf  of  my 
firm,  that  if  any  of  the  statements  in  this 
certification  are  determined  by  EPA  to  be 
incorrect,  the  product's  registration  may  be 
suspended  in  accordance  with  FIFRA  section 
3(c)(2)(B). 

Dated: - ; - 


Signature  of  authorized  representative 

Registrants  of  formulated  products  who 
would  be  exempt  from  the  data  requirements 
by  virtue  of  FIFRA  section  3(a)(2)(D)  could 
respond  by  completing  and  executing  a 
“Certification  of  Entitlement  to  Exemption 
from  Suspension  under  FIFRA  section 
3(c)(2)(B),"  for  each  of  their  registered 
products  containing  the  active  ingredient 
under  review.  This  certification  statement 
will  be  included  with  the  section  3(c)(2)(B) 
notice  to  all  registrants.  The  format  for  this 
notice  could  be: 

EPA  Product  Registration  Number: - . 

Registrant’s  Name: - . 

Certification  of  Entitlement  to  Exemption 
From  Suspension  Under  FIFRA  Section 
3(C)(2)(B) 

As  an  authorized  representative  of  the 
registrant  of  the  product  identified  above.  I 
hereby  certify  that: 

1. 1  have  read  and  am  familiar  with  the 

terms  of  a  notice  from  EPA  dated - 

concerning  a  requirement  for  submission  of 
data  under  FIFRA  section  3(c)(2)(B)  on  the 
active  ingredient, - . 

2.  My  firm  requests  that  EPA  not  suspend 
the  registration  of  our  product,  despite  our 
lack  of  intent  to  submit  the  data  in  question, 
on  the  ground  that  the  product  is  an  end-use 
product  and  will  contain  the  active 
ingredient - solely  as  the  result  of  the 
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incorporation  into  the  product  (during 
formulation  or  packaging)  of  another  product 
which  contains  that  active  ingredient,  which 
is  registered  under  FIFRA  section  3,  and 
which  is  purchased  by  us  from  another 
producer. 

3.  An  accurate  confidential  formula 
statement  for  the  above-identified  product, 
current  as  of  the  date  of  this  certification,  is 
on  file  wifh-EPA’s  Registration  Division  or  is 
attached  to  this  certification.  That  formula 
statement  indicates,  by  company  name, 
registration  number,  and  product  name,  the 

source  of  the  (active  ingredient) - in  my 

firm's  product.  My  firm  will  apply  for  an 
amendment  to  the  registration  prior  to 
changing  the  source  of  the  active  ingredient 
in  our  product. 

4. 1  understand,  and  agree  on  behalf  of  my 
firm,  that  if  at  any  time  any  of  the  statements 
in  this  certification  are  no  longer  true,  or  if 
my  firm  fails  to  comply  with  the  undertakings 
made  in  this  certification,  my  firm’s  product’s 
registration  may  be  suspended  in  accordance 
with  FIFRA  section  3(c)(2)(B). 

Dated: - . 

Authorized  representative  of — 

Registrant's  name:- - . 

Registrant's  address: - . 

After  the  notices  go  out  under  section 
3(c)(2)(B),  there  would  be  a  period  for 
consultation  and  negotiation  between 
registrants.  Moreover,  existing  studies  to 
fill  data  gaps  might  be  submitted  in 
response  to  the  notice.  A  mechanism 
would  be  established  to  ensure  that 
registrants  would  be  required  to  initiate 
testing  only  if  the  existing  studies  which 
meet  the  minimum  criteria  are 
submitted. 

FIFRA  section  3(c)(2)(B)  authorizes 
joint  development  of  data  by  two  or 
more  registrants,  and  provides  a 
mechanism  by  which  parties  can  obtain 
an  arbitrator’s  decision  if  they  agree  to 
jointly  develop  data  but  fail  to  agree  on 
all  the  terms  of  the  agreement.  While  the 
statute  does  not  compel  any  registrant 
to  agree  to  develop  data  jointly,  it  is 
EPA’s  opinion  that  joint  data 
development  is  clearly  in  the  public 
interest,  and  EPA  would  not  suspend 
registrants  who  have  made  bona  fide 
attempts  to  engage  in  cost-sharing 
arrangements  with  firms  that  are 
conducting  testing. 

D.  When  Data  Call-In  Is  Completed 

Progress  report  on  testing. — The 
Agency  will  review  all  proposed 
protocols  and  schedules  which  are 
submitted  for  additional  studies.  When 
the  Agency  has  received  adequate 
responses  to  all  data  topic  requirements 
cited  for  the  chemical  and  a  certification 
of  the  quality  of  existing  studies,  and  the 
Agency  and  registrants  have  reached 
agreement  on  the  protocols  and 
schedules,  the  data  call-in  process  will 
be  complete.  Registrants  will  be 
required  to  submit  brief  status  reports 


on  progress  in  completing  studies  every 
180  days,  unless  another  reporting 
schedule  is  agreed  to.  Details  on 
reporting  schedules  and  the  content  of 
the  status  report  will  be  specified  during 
the  negotiation  process  after  the  section 
3(c)(2)(B)  notice  is  sent. 

Changes  in  testing  schedules. — 
Circumstances  may  arise  which  affect 
the  registrant’s  ability  to  complete  the 
required  testing  in  compliance  with  the 
agreed  upon  schedule.  In  such  a  case, 
the  registrant  must  report  this  to  EPA. 

The  report  must  include: 

1.  Justification  for  changes  in 
schedules  for  completing  the  testing. 

2.  A  revised  schedule  for  completing 
required  testing. 

The  Registration  Division,  Office  of 
Pesticide  Programs,  will  review  the 
registrant’s  request  for  a  revision  in  the 
schedule  and  will  negotiate  with  the 
registrant,  as  necessary,  to  reach 
agreement  on  a  new  schedule  for 
completing  the  testing. 

E.  Request  for  Low  Volume  (Minor) 
Chemical  Data  Waivers 

FIFRA  section  3(c)(2)(A)  directs  the 
Administrator  to  establish  data  topic 
requirements  for  the  registration  of 
pesticides  which  are  commensurate  with 
the  anticipated  extent  of  use,  pattern  of 
use,  and  the  level  and  degree  of 
potential  exposure  of  man  and  the 
environment  to  the  pesticide.  The 
Agency  recognizes  that  a  significant 
number  of  chemicals  produced  and  sold 
in  low  volume  will  go  through  the 
standards  process.  The  Agency’s 
proposed  data  guidelines  identify  data 
requirements  based  on  use.  Any  less 
stringent  data  requirements  for  low 
volume  pesticide  chemicals  will  be 
developed  by  determining  whether  the 
Agency  should  grant  a  waiver  of  the 
data  requirements  in  the  proposed  data 
guidelines.  Some  chemicals  have  large 
volume  uses  as  pesticides  or  for  other 
purposes,  but  also  have  uses  which  are 
considered  minor  in  terms  of  either 
amount  or  dietary  significance  of  the 
crop  treated.  When  the  chemical  is  used 
for  both  major  and  low  volume  uses, 
data  will  be  expected.  When  all  uses  of 
the  chemical  are  minor  and  only  a  small 
volume  is  applied  for  all  uses 
considered,  a  waiver  may  be  granted  for 
some  chronic  tests.  On  the  other  hand, 
for  some  low  volume  uses,  data  relevant 
to  a  use  itself  rather  than  the 
toxicological  effects  of  the  chemical  may 
be  needed.  However,  these  latter  data 
are  more  usually  of  a  short  term  nature 
and  will  be  requested  at  the  time  the 
registration  standard  is  being  developed, 
rather  than  through  the  data  call-in 
program. 


Low  volume  chemicals  in  the  data 
call-in  program. — The  data  call-in 
program  addresses  only  chronic 
toxicology  data  which  relate  to  the 
safety  of  the  active  ingredient. 

Therefore,  in  the  data  call-in  program 
the  Agency  will  not  address  waiver 
requests  based  on  individual  low 
volume  uses,  but  will  consider  requests 
for  waivers  of  data  on  low  volume 
chemicals,  i.e.,  chemicals  whose  total 
production  volume  (for  all 
manufacturers)  is  small. 

Determining  when  to  consider  a  low 
volume  data  waiver. — FIFRA  section 
3(c)(2)(A)  identifies  certain  factors 
related  to  volume  of  use  which  are  to  be 
considered  in  determining  data 
requirements.  These  include:  potential 
national  volume  of  use;  the  extent  of 
distribution;  and  the  impact  of  the  cost 
of  meeting  the  data  requirements.  The 
Agency  will  respond  to  requests  for 
waivers  of  data  requirements  based  on 
the  allegedly  low  volume  of  the 
pesticide’s  use  in  two  stages.  The 
Agency  will  first  decide  whether  or  not 
the  volume  of  use  is  indeed  low.  If  the 
volume  of  use  is  found  to  be  low,  the 
Agency  will  then  decide  whether  or  not 
to  modify  or  waive  the  data 
requirement. 

After  receipt  of  the  data  call-in  notice, 
registrants  requesting  a  low  volume 
chemical  data  waiver  must  submit 
information  about  the  chemical  and  its 
uses.  The  Agency  will  evaluate  this 
information  and  make  a  determination 
whether  or  not  the  chemical  is  a  low 
volume  chemical.  The  Agency  will  not 
consider  a  waiver  request  unless  it  is 
accompanied  by  the  following  data: 

1.  Registrant’s  total  production  in 

pounds  per  year  of  active  ingredient  for 
both  pesticidal  and  non-pesticidal  uses 
of  the  chemical,  for  the  last - years. 

2.  A  listing  of  all  uses  of  the 
registrant’s  chemical  and  the  amount  of 
the  chemical  used  annually  by  the 
registrant  in  pesticide  products. 

3.  A  financial  analysis  which 
incorporates  proposed  testing  costs. 

4.  A  statement  on  why  the  chemical  is 
important  to  users. 

The  Agency  needs  this  information  in 
order  to  decide  if  the  chemical’s  volume 
of  use  is  low. 

When  one  or  more  affected  registrants 
request  a  low  volume  chemical  data 
waiver  but  some  other  registrant 
chooses  to  carry  out  testing,  the  Agency 
will  conclude  that  the  chemical  does  not 
qualify  as  a  low  volume  chemical. 

When  the  Agency  has  received 
responses  from  all  registrants,  it  will 
evaluate  the  responses  and  the  data 
supplied  to  determine  whether  the 
chemical  is  a  low  volume  chemical.  The 
Agency  will  make  this  determination 
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based  on  the  aggregated  production  data 
from  all  registrants.  Individual 
registrants  of  a  chemical  with  small 
production  volume  will  not  be  eligible 
for  a  low  volume  chemical  waiver,  if 
total  production  of  the  chemical  is  large. 
If  the  chemical  does  qualify,  the  Agency 
will  make  a  separate  decision  whether 
or  not  to  approve  the  request. 

F.  Requests  for  Waiver  From 
Inappropriate  Data  Requirements 

There  may  be  certain  situations  where 
a  registrant  feels  that  the  cited  data 
requirements  for  a  chemical  are 
inappropriate  because  of  the  chemical's 
properties  or  its  manner  of  use.  In  such 
situations,  the  registrant  may  request  a 
waiver  of  data  requirements  with  the 
specific  justification  for  such  a  request 
and  all  necessary  supporting 
information.  The  Agency  will  consider 
these  requests  and  decide  whether  to 
waive  the  data  requirements. 

G.  Cooperation  Among  Registrants 

All  registrants  of  products  containing 
the  same  active  ingredient  who  have  a 
duty  to  submit  or  to  share  in  the  cost  of 
obtaining  the  data  will  be  treated 
equally  by  the  Agency  in  the  data  call-in 
program.  Every  notice  on  a  chemical 
will  be  sent  to  all  registrants  of  the 
chemical,  and  the  Agency  will  ensure 
that  all  registrants  are  responding  to  the 
same  listing  of  data  requirements  and 
gaps.  The  data  call-in  notice  the  Agency 
issues  will  contain  a  list  of  all 
registrants  of  products  containing  the 
chemical,  both  of  technical  grade  and 
formulated  products.  Registrants  are 
urged  to  coordinate  literature  searches 
to  identify  existing  data,  as  well  as  to 
coordinate  approaches  to  fulfilling 
additional  data  requirements  as 
discussed  in  C.  How  Data  Call-In  Will 
Work. 

H.  Later  Data  Calls 

The  Agency  intends  to  systematically 
address  chemicals  which  are  scheduled 
for  registration  standards  development 
in  the  initial  data  call-in  program. 
However,  as  stated  above  in  A.  Data 
Call-In,  this  data  call-in  program  is  not 
designed  to  address  all  possible  data 
requirements  for  the  chemicals.  At  a 
later  time,  the  Agency  will  call  in 
product  chemistry  and  exposure  data. 
This  second  call-in  will  probably  be 
made  when  the  group  of  chemicals 
scheduled  to  begin  the  standards 
development  process  in  the  coming  year 
is  announced.  Also  as  noted  above,  a 
comprehensive  identification  of  data 
requirements  and  missing  data  will  be 
one  of  the  major  purposes  of  the 
registration  standards  program. 


I.  Pilot  Program 

The  Agency  is  initiating  a  pilot  data 
call-in  of  urea  herbicide  chemicals 
concurrently  with  publication  of  this 
notice.  The  call-in  is  being  carried  out  in 
accordance  with  this  program 
description,  except  that  registrants  are 
being  asked  to  respond  only  to 
identified  data  gaps.  These  chemicals 
are  already  scheduled  for  registration 
standards  development,  so  that  the 
Agency  will,  with  the  next  year,  begin  a 
detailed  review  of  the  existing  data  for 
these  chemicals. 

The  Agency  will  not  require 
registrants  to  use  rejection  criteria  to 
evaluate  previously  submitted  data  until 
the  Agency  has  the  opportunity  to 
receive  comments  on  this  notice  and  to 
consider  development  of  the  rejection 
criteria  based  on  those  comments. 

/.  Schedule 

Within  the  next  several  months,  the 
Agency  will  publish  the  approximate 
order  in  which  chemicals  will  be 
reviewed  in  the  registration  standards 
process.  Chemicals  will  be  processed 
through  the  data  call-in  program  in  the 
same  order. 

II.  Rejection  Criteria 

The  purpose  of  these  criteria  is  to 
make  an  early  identification  of  those 
studies  which  are  unusable,  based  on 
current  scientific  standards.  The  Agency 
is  attempting  to  develop  criteria  which 
are  objective.  Each  criterion  is  designed 
to  identify  studies  upon  which  valid, 
defensible  conclusions  on  the 
toxicological  properties  of  concern  of 
the  chemical  can  be  based.  The  public  is 
invited  to  comment  on  the 
appropriateness  of  the  criteria  presented 
here  to  serve  this  purpose. 

For  each  study,  all  listed  criteria  must 
be  met;  otherwise  the  Agency  would 
reject  the  study  on  the  grounds  of 
insufficiency. 

A.  Chronic  Feeding-Oncogenicity 

1.  Invalid  if  concurrent  control 
animals  were  not  used,  or  if  concurrent 
control  animals  were  not  obtained  from 
the  same  source  as  the  dosed  animals  or 
were  not  treated  identically  to  the  dosed 
animals  (with  the  exception  of  the 
omission  of  the  test  substance).  (The 
quality  of  data  obtained  from  the  study 
and  the  statistical  evaluation  of  results 
rely  heavily  on  having  adequate  control 
data  from  concurrent  controls). 

.  2.  Invalid  if  individual  data  for  all 
animals  used  in  the  test  are  not 
provided.  To  assure  the  quality  of  the 
data  and  statistical  analysis  obtained 
from  a  study,  all  measurements 
(including  body  weights,  food 


consumptions,  mortality,  clinical  and 
laboratory  tests,  gross  pathology,  and 
histopathology)  must  be  provided  on 
both  the  treated  and  control  animals.  All 
lesions,  or  other  phenomena  occurring  in 
treated  and/or  control  animals  must  be 
carefully  noted,  as  spontaneous  disease 
processes  may  alter,  mask  or  potentiate 
the  toxicity  of  the  test  substance. 
Individual  animal  data  provide  the 
necessary  information  for  detecting 
borderline  effects,  age-related 
conditions,  and  normal  pathology  as 
opposed  to  potentially  compound- 
related  toxic  effects. 

3.  Invalid  if  testing  was  not  performed 
with  the  technical  (or  purer)  grade  of  the 
active  ingredient,  unless  rationale  is 
adequate. 

4.  Invalid  if  oncogenic  testing  was 
performed  on  other  than  mouse,  rat,  or 
hamster,  unless  an  adequate  rationale  is 
presented.  Invalid  if  chronic-effects 
testing  was  not  performed  on  rat,  mouse, 
dog,  pig  or  monkey,  without  adequate 
rationale. 

5.  Invalid  if  approximately  equal 
numbers  of  males  and  females  were  not 
used. 

6.  Invalid  if  less  than  20  animals  per 
sex  per  dose  level  (for  rodents)  are  used 
at  start  of  studies. 

7.  Invalid  if  the  period  of 
administration  does  not  approximate  the 
normal  life  expectancy  of  the  strain  of 
animals  used  or  is  less  than  18  months. 

8.  Invalid  if  at  least  50  percent  of  the 
test  animals,  in  low  dose  and  control,  do 
not  survive  the  period  of  testing. 

9.  Invalid  if  less  than  three  dosage 
levels  are  used  in  the  chronic  testing. 

10.  Invalid  if,  for  oncogenicity,  the 
highest  dosage  level  does  not 
approximate  the  maximum  tolerated 
dose,  unless  adequate  rationale  is 
provided.  Invalid  if  for  chronic-effects 
testing,  highest  dose  does  not  produce 
toxicological  effect. 

11.  Invalid  if  species  and  strain  of  test 
animal  are  not  specified. 

B.  Reproduction 

1.  Invalid  if  overall  reproductive 
efficiency  can  be  evaluated  through 
multigeneration  studies.  This  type  of 
study  provides  information  on  fertility 
and  gestation  in  parents  and  subsequent 
generations.  In  addition,  this  type  of 
study  provides  information  on 
congenital  effects  (a  demonstrated  effect 
on  the  treated  mother  expressed  in  the 
offspring)  and  information  on  hereditary 
effects  (usually  a  demonstrated  effect  in 
the  offspring  through  several 
generations). 

2.  Invalid  if  concurrent  control 
animals  were  not  used,  or  if  concurrent 
control  animals  were  not  obtained  from 
the  same  source  as  the  dosed  animals, 
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or  were  not  treated  identically  to  the 
doesed  animals  (with  the  exception  of 
the  omission  of  the  test  substance). 

3.  Invalid  if  individual  data  for  all 
animals  used  in  the  test  are  not 
reported.  To  assure  the  quality  of  the 
data  in  the  statistical  analysis  obtained 
from  a  study,  all  measurements 
(including  body  weights,  gross 
pathology,  and  histopathology)  must  be 
provided  on  both  the  treated  and  control 
control  animals.  All  lesions,  or  other 
phenomena  occurring  in  both  treated 
and/or  control  animals  must  be 
carefully  noted,  as  spontaneous  disease 
processes  may  alter,  mask  or  potentiate 
the  toxicity  of  the  test  substance. 
Individual  animal  data  provide  the 
necessary  information  for  detecting 
borderline  effects,  age-related 
conditions  and  normal  pathology  as 
opposed  to  potentially  compound- 
related  toxic  effects. 

4.  Invalid  if  species  and  strain  of  test 
animal  are  not  specified. 

5.  Invalid  if  number  of  live  and  dead 
offspring  per  litter  are  not  specified. 

6.  Invalid  if  data  on  viability,  lactation 
and/or  fertility  are  not  reported. 

7.  Invalid  if  weanling  data  do  not 
include  body  weights. 

8.  Invalid  if  less  than  10  females  per 
dose  level  were  used  at  the  start  of  the 
experiment. 

C.  Teratology 

1.  Invalid  if  concurrent  control 
animals  were  not  used,  or  if  concurrent 
control  animals  were  not  obtained  from 
the  same  source  as  dosed  animals,  or 
were  not  treated  identically  to  the  dosed 
animals  (with  the  exception  of  the 
omission  of  the  test  substance). 

2.  Invalid  if  individual  data  for  all 
animals  used  in  the  test  are  not 
reported.  To  assure  the  quality  of  the 
data  and  the  statistical  analysis 
obtained  from  a  study,  all  measurements 
(including  body  weights,  mortality,  and 
laboratory  tests),  must  be  provided  on 
both  the  treated  and  control  animals. 
Other  phenomena  occurring  in  both 
treated  and/or  control  animals  must  be 
carefully  noted,  as  spontaneous  disease 
processes  may  alter,  mask  or  potentiate 
the  toxicity  of  the  test  substance. 
Individual  animal  data  provide  the 
necessary  information  for  detecting 
borderline  effects,  age-related 
conditions  and  normal  pathology  as 
opposed  to  potentially  compound- 
related  toxic  effects. 

3.  Invalid  if  maternal  toxicity  is  not 
demonstrated,  at  high  dose,  without 
adequate  rationale. 


4.  Invalid  if  both  skeletal  and  soft 
tissue  examinations  have  not  been 
made. 

5.  Invalid  if  no  anomalies  are  reported 
for  either  control  or  test  animals 
(because  naturally  occurring  anomalies 
are  always  present). 

6.  Invalid  if  less  than  10  females  per 
dose  level  were  used  at  the  start  of  the 
experiment. 

7.  Invalid  if  species  and  strain  of  test 
animal  are  not  specified. 

Interested  persons  may,  on  or  before 
December  8, 1980,  submit  to  the 
Document  Control  Officer  (TS-793),  Rm. 
E-447,  Office  of  Pesticides  and  Toxic 
Substances,  EPA,  401  M  St.  SW, 
Washington,  DC  20460,  written 
comments  regarding  this  notice.  Three 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
document  control  number  "(OPP- 
30039)”.  Received  comments  may  be 
seen  in  the  above  office  between  8:00 
a.m.  and  4:00  p.m.,  Monday  through 
Friday,  excluding  legal  holidays. 

Dated:  September  24, 1980. 

Edwin  L.  Johnson, 

Deputy  Assistant  Administrator  for  Pesticide 
Programs. 

[FR  Doc.  80-31164  Filed  10-6-80;  8:45  am] 
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